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Claims 1 and 3-28 are pending. 

RESPONSE TO ELECTION/RESTRICTION 

Applicant's election without traverse of Group I (claims 1, 3-22 and 24-28) in the 
reply filed on 5/9/08 is acknowledged. Claims 1 , 3-22 and 24-28 are under examination. 

REJECTION(S) UNDER 35 USC 112, SECOND PARAGRAPH 

Claims 1, 3-22 and 24-28 are rejected under 35 U.S.C. 112, second paragraph, 
as being indefinite for failing to particularly point out and distinctly claim the subject 
matter which applicant regards as the invention. 

In claim 1, step c), line 1 thereof, "the supernatant solution" lacks antecedent 
basis, since step b) has recited no "supernatant solution". 

In claim 1, step c), lines 1-2 thereof, "under conditions..." is unclear because 
there is no statement of what the "conditions" are intended to achieve. 

In claim 8, line 2, "the second anion-exchange chromatography" lacks 
antecedent basis. Base claim 6 has referred to "two different anion exchange resins" 
but has not specifically stated whether these are packed together in one 
chromatography column, or whether these are packed separately in two 
chromatography columns. Thus recitation of "the second..." is unclear. Also, neither 
base claim 1 nor 6 have recited anything about "chromatography". 

In claim 9, line 2, "the anion-exchange chromatography flow-through" lacks 
antecedent basis. Base claim 1 has not recited anything about "chromatography" or 
about a "flow-through". 
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In claim 10, line 2, "the flow-through" lacks antecedent basis. Base claim 1 has 
not recited anything about a "flow-through". 

In claim 10, line 2, "the first anion-exchange chromatography" lacks antecedent 
basis. Base claim 1 has referred to "at least one anion exchange resin" but has not 
specifically stated, for the case in which there is more than one resin, whether these 
are packed together in one chromatography column, or whether these are packed 
separately in two chromatography columns. Thus recitation of "the first..." is unclear. 
Also, base claim 1 has not recited anything about "chromatography". 

In claim 12, line 2, "the caprylate treatment" lacks antecedent basis. Base claim 
1 has not recited anything about a "treatment". 

In claim 14, line 2, "the second anion-exchange chromatography" lacks 
antecedent basis. Base claim 1 has referred to "at least one anion exchange resin" but 
has not specifically stated, for the case in which there is more than one resin, whether 
these are packed together in one chromatography column, or whether these are packed 
separately in two chromatography columns. Thus recitation of "the second..." is unclear. 
Also, base claim 1 has not recited anything about "chromatography". 

In claim 15, line 2, "the flow-through" lacks antecedent basis. Base claim 1 has 
not recited anything about a "flow-through". Further, one does not know if the claim is 
referring to "the flow-through" of the first or the second anion-exchange step. 

In claim 21, "adjusting the pH of the IgG solution to about 3.5 to about 6.0" is 
unclear. There have been some many steps recited in the chain of dependencies 
leading to claim 21 , that one cannot determine at which of the steps there is to be an 
"adjusting" of the pH. Furthermore, if an "adjusting" of the pH is to occur as a final step, 
then the claim must recite -adjusting the pH of the concentrate--, rather than "adjusting 
the pH of the IgG solution". 
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In claim 22, if "sterile filtering and filling the IgG solution" is to occur as a final 
step, then the claim must recite -sterile filtering and filling the concentrate-, rather than 
"sterile filtering and filling the IgG solution". 

In claim 27, "wherein the pH is about 4.0" is unclear. There have been some 
many steps recited in the chain of dependencies leading to claim 27, that one cannot 
determine at which of the steps "the pH is about 4.0". 

REJECTION(S) UNDER 35 USC 112, FIRST PARAGRAPH 

Claims 3, 8-11, 13-22 and 24-28 are rejected under 35 U.S.C. 112, first 
paragraph, as failing to comply with the written description requirement. The claim(s) 
contains subject matter which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 
application was filed, had possession of the claimed invention. Each of Claims 3, 8-10, 
13-15, 19-21 and 27-28 contain new matter. All claims depending therefrom are 
rejected. 

Claim 3 contains new matter by reciting "about 6.7 to about 6.9." There is no 
support for "about" in para. [0023] or [0038] of US 2007/0173638, which is the 
publication of applicant's disclosure. 

Claim 8 contains new matter by reciting "about pH 6.8." There is no support for 
"about" in para. [0027] of US 2007/0173638. While para. [0038] does recite "6.8 +/- 0.1" 
this recitation does not support "about 6.8", since the latter can be broader than the 
former. 
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Claim 9 contains new matter by reciting "about 60 to about 90". There is no 
support for "about" in para. [0027] of US 2007/0173638. 

Claim 10 contains new matter by reciting "about 4.5 to about 8 hours". There is 
no support for "about" in para. [0027] of US 2007/0173638. 

Claim 13 contains new matter by reciting "about 6.7 to about 6.9". There is no 
support for "about" in para. [0023] or [0038] of US 2007/0173638. 

Claim 15 contains new matter by reciting "about 3.5 to about 4.5". There is no 
support for "about" in para. [0028] of US 2007/0173638. 

Claim 19 contains new matter by reciting "to about 5 or about 10 % (w/v)". There 
is no support for "about" in para. [0030] or [0038] of US 2007/0173638. 

Claim 20 contains new matter by reciting "about 200 to about mOsmol/kg." 
There is no support for "about" in para. [0030] of US 2007/0173638. 

Claim 21 contains new matter by reciting "about 3.5 to about 6.0." There is no 
support for "about" in para. [0030] of US 2007/0173638. 

Claim 27 contains new matter by reciting "about 4.0." There is no support for 
"about" in para. [0028] of US 2007/0173638. 

Claim 28 contains new matter by reciting "about 37 degrees C." There is no 
support for "about" in para. [0029] of US 2007/0173638. While para. [0029] does recite 
"37 degrees C +/- 1", this recitation does not support "about 37", since the latter can be 
broader than the former. 
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REJECTION(S) UNDER 35 USC 102/103 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences betw/een the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

Claims 1, 4-7 and 12 are rejected under 35 U.S.C. 102(b) as anticipated by or, in 
the alternative, under 35 U.S.C. 103(a) as obvious over Lebing et al (EP 0,893,450). 

Lebing et al show all steps of instant claim 1 at pages 3-4. Step 2) of their 
process reads as: 

2) Dissolving immunoglobulins into solution by lowering the mixture to pH 3.8 to 4.5, preferably 4.2, by the 
addition of acid, preferably acetic acid, with further vigorous mixing. 
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Lebing et al thereby disclose that the pH at this step can be as high as 4.5, which 
is considered to be encompassed by recitation of "about 4.6" in step a) of instant claim 1 
(Note, also that claims 2-3 of Lebing et al teach that the upper end of this pH range can 
be as high as 4.6). A pH of "about 4.6", as recited in instant claim 1 , is thus anticipated 
by Lebing et al, if one considers that their teaching of pH 4.5 is within the four corners of 
the reference. Alternatively, this aspect of instant claim 1 would have been obvious over 
Lebing et al, if one considers that their teachings of pH 4.5/4.6 would have been one pH 
selected from a range of pH values taught. 

Step 3) of the process of Lebing et al reads as: 

3) Adding a source of caprylate ions (e.g., 40% w/v sodium caprylate in water) to a final concentration of 15 
mM to 25 mM, preferably 20 mM, and adjusting the pH up to 5.0 to 5.2, preferably 5. 1, with a base (such as 
1 M NaOH). 

Lebing et a! thereby disclose that the pH at this step can be as low as 5.0 which 
is considered to be encompassed by recitation of "about 4.95" in step b) of instant claim 
1 . This aspect of instant claim 1 is thus anticipated by Lebing et al, if one considers that 
their teaching of pH 5.0 is within the four corners of the reference. Alternatively, this 
aspect of instant claim 1 would have been obvious over Lebing et al, if one considers 
that their teaching of pH 5.0 would have been one pH selected from a range of pH 
values taught. Step 4) of the process of Lebing et al shows the formation of a 
precipitate, as required by the concluding phrase of step b) of instant claim 1 . 

While applicant's disclosure appears to contemplate that the instant invention 
does not involve a "pH shift" or "pH swing" from step a) to b), like the method of Lebing 
et al, the Office finds that the claim language, in fact permits such a "pH shift" or "pH 
swing" from step a) to b). This is because the "intermediate solution" of step b) has a 
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narrower recited pH range tlian tlie recited pH range of the "starting solution" of step a) 
-i.e. the narrower recited pH range of step b) encompasses only the upper portion of 
than the recited pH range of step a). Thus there are, necessarily, embodiments in which 
the pH would be adjusted upward in going from step a) to step b) of instant claim 1 . The 
leeway for such a "pH shift" is further expanded by virtue of the fact that applicant has 
amended claim 1 to recite "about" before each recited pH value; thus in step a) the pH 
can be lower than 4.6, and in step b) the pH can be higher than 4.95. 

Step 4) of the process of Lebing et al correspond to step c) of instant claim 1 . 

Step 9) of the process of Lebing et al corresponds to step d) of instant claim 1 ; 
note, also, the pH value of 5.1 as being the pH at which one applies the solution to a 
"first anion exchanger" (page 4, lines 32-33). 

Claim 1 is thus anticipated by or obvious over Lebing et al. 

Regarding claim 4, note Lebing et al at page 4, wherein steps 5)-6) correspond to 
repeating instant steps b) and c) at leas tone time. 

Regarding claim 5, note Lebing et al at page 5, lines 1-20 teach preparation of 
the instant "starting solution" form a Cohn fraction ll+lll paste, which is art recognized as 
being derived from plasma. 

Regarding claim 6, note Lebing et al at page 4, lines 21-23, which teach that the 
IgG fraction(containing antibodies) is in the "flow through and wash fractions" 9 -- i.e. is 
not bound to the anion exchange columns). Note also page 5, teaches that the two 
anion exchange columns are "strong" and "weak anion exchange" columns. And thus 
must inherently have "different anion exchange resins". 
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Regarding claim 7, Lebing et al teach purification of IgG throughout. 
Regarding claim 12, Lebing et al teach that "non-enveloped viruses are capture 
on the filter pad" (page 4, line 17). 

PRIOR ART OF INTEREST 

The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. 

Parkkinen (WO 2005/073252) teaches a method in which Fraction II + III paste is 
dissolved and brought to a pH of 4.8. See Example 1 at page 14. Parkkinen thus shows 
the "intermediate solution" of instant claim 1 , step a). However, Parkkinen does not 
show step b) of instant claim 1 . More particularly, Parkkinen teaches that caprylic acid, 
rather than a caprylate salt, is to be added to the solution containing the dissolved 
paste. See page 1 0, line 25-page 1 1 , line 3. Instant claim 1 , step b) requires the 
addition of "caprylate" rather than caprylic acid. Thus Parkkinen is not cited against the 
instant claims. 

It is further noted that Parkkinen does teach that one may use a caprylate salt, 
rather than caprylic acid. See page 11, lines 1-2. However, Parkkinen therein refers to 
certain US Patents which teach addition of a caprylate salt. One such referenced patent 
is US 6,307,028, which is of the same patent family as that of EP 0,893,450, cited 
supra. Since one would need to modify the teachings of Parkkinen by referring to US 
6,307,028 or EP 0,893,450, the combination Parkkinen with one of these references is 
not cited against the instant claims. EP 0,893,450 has been cited supra, and by itself it 
is sufficient. 

Lebing et al (US 6,307,028, cited on PTO-892) has been noted supra as being of 
the same patent family as that of EP 0,893,450. 

Parkkinen (US 2007/0244305, cited on PTO-892) has the same disclosure as 
WO 2005/0732252, noted supra. 
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Other references cited on PTO-892 have been cited in lieu of references lined 
out on PTO-1449, which references were not in the imaged file record. 

CONTACTS 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to David A. Saunders, PhD whose telephone number is 
571-272-0849. The examiner can normally be reached on Mon.-Thu. from 8:00 am to 
5:30 pm. The examiner can also be reached on alternate Fridays. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Eilleen O'Hara, can be reached on 571-272-0878. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see httD://pair-direct.uspto.qov . Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

Typed 7/5/08 DAS 

/David A Saunders/ 

Primary Examiner, Art Unit 1644 



